“HEALTWARD AN SERVICES 1 ABPLICATION FOR A VARIANGE tm Appraved No. SIROUGE
RURLIC: HEALTH SERVICE FROM 21 CFR 1040.91 (c) FORA
FOOD AND BRUB ADMINISTRATICN LASER LIGHT SHOW, DISPLAY | DOCKET NUMBER
OR DEVICE

NOTE: Ne tasor light show of disptay device tray vaty from cusnplianca with 21 CFR 104014603 In design

oy uze without the uppsowal of this spplsation In secordunce with 21 CFR 10104

INSTRUCTIONS
1. Crachall spplicatls bams and type or pifit tha requesied infurmation. 3. Mall yous epplication to the Mearing Clark, Faod and Diug
2. Subivit an arigingl and faur {4) aoples Adminisieailo Room 488, 5680 Pishers Lene, Rochville, WD ZUEST
4. Erter Bocket Number Fassigned.

1. NAME OF COMPANY

.mmﬁ%%&%fﬂa/ 7he DT WARELCUSE

1T ST STughe 269 ﬂ?_//wﬂa/r?el L0) 53233

3. NAME CF RESPONSIH.E 4. TELEPHONE NO. (inoiints arsa code) 8. DATE QF BU

Tocle/ ;Aee/ Ypy-272~ 7723
6. heawi‘eaﬁ: U maw.anneuaincfgzhramwof,?.,vmm&wdshdhsm {in generel the Agericy will approve

a variance for ested & uziifieation nivst bo sttsghed 49 of the
PRODUCTY DESCRIPTION AND AND USE

5

"y UST CIAME AND MODEL NUMBER(S)
MOBOLAZER ML10-250, ML10-300, ML10-360W, ML10-1000 ML.10-1.08, ML10-2.56G, IMAGE-40

b. PROBUGY FOR WHICH A VARIANGE 1S REQUESTED V. PRODUEGY 8 TNYENDED YO BE USED AT ARY ONE LOGATION
— ALASER DISPLAY DEVICE & MORE THAR 18 DAVS
— APRDJEGCTOR FOR A LASER LIGHT SHOW X NORE THAN & BUT NOT MORKE THAN 18 DAYS
2 ALASER LIGHT SHOW x LESH THAN 8 DAYS
. CVHER (Sgeeif)y)
. YOUR 19 BITENDED 1O MUl FOR
c.x PROJVECTORS ARE INYENDED FOR SALE, LEASE OR LOAN TO — THAN 6 MONTHS
OYHER LASER LICHT SHOW PRODUCERS 18 MONTHS
8. PRODUET IS INTENDED FOR USE IN A T LESS THAN 1 MONTH
,&mﬁ:‘;;smuuoaowma BOVE PROJECTION BTRUCTURE . OYHER {Speofiy}
X TH
¥ BISCOTHEQUE OR NIGHT &8
X PaViLION . PRODUCT UNILIZES THE FOLLOWING LASER BFERCTS
X INDOCR ARENA X FRONT SCREZN PROJECTIONS
i QUTDOOR ARENA _X_REAR SCREEN PROJECTIONS
X MUZBEUM . HOLOGRAPHIC DISPLAYS
. CUTDOGR ENCLOSED AREA & MULTIPLE REFLECTIONS (nultiplo charmals o cifivaclion efieuts)
__OTHER (Szaetly) —_ AUBIENCE SCANNING
X nmsn'nuus FROM SYATIONARY MIRROR(S) OR
AHRRORED SURFACES
a. PAGIRIGT 1S INTENDED TO 8E URED & STATIONARY IRRADIAYION OFf ROTATING MIRROR BALL(S)
& AY QLY OXNE (fied) LOCATION OR OTHER MIRRORED SHAPES
& AT AVARIETY OF ffup) LOCATIONS X SCANNING IRRADIATION OF ROTATING MIRROR BALL(S)
__ OTHER {Sgeally) = FIBER OPYIC PROJECTIONS
x FOOG, SUDKE OR OTHER ECATTERING EFFECTS
 OVHER (Specif))
8, IATION JEVELS i
ER MEDINIAL Py " WAVELEN ) PEAK POWER (Watle) ...
Argon 455-514 nm 2 Watls
Argon [ Krypion 455.6870 am 600 mW
N/YAG - 532 wii 5 Watis
8. IF ANY LASER RADIATION IS PULGBD OR BLANNED, BIVE THE BULSE DURATION AND RATE AND SCANNING FREQUENGY AND
ARPLITUDE
Scannad: D.C. to 500 Hz Amplitude: 80 dey., peak to peak

. REASON FUR REQUESTING VARIANGE
X COMPLIANEE WiTH THE LIMITE OF 21 CFR 1040.11(c) WOULD RESTRICT THE INTENDED USE OF THIE BRODULT BECAUSE
COMPLIANTE WOULD LivIY THE OUTRUT POUER TO THIE EXTENT THAT THE DESIKED EFFECTS WOULD NOY BE
BUFFICIENTLY VIBtBLE
— OTHER GR ADGITIONAL EXFLANATION (Speely)

FORID FOA 347 (3073

-50/S
99 -s0 var |



11, ANHER N WHIGH IT 1S PROFOSED 1O DEVIATE FROY THE REQUINEHENTS OF THE ASPLICABLE STANDARD
XTS5 FROPOSED 1O DEVIATE FROM THE PROVISIONS OF 21 CFR 1040.11 (c) N THAT THE ACCESSIBLE EMISSION LEVEL WOULD
EXCEED THE ACCESSISLE EMISSION LIMITE OF 8LASS | OR CLASS It
1Y 1S PROPOSED YO NEVIATE FROM THE PROVIDION OF 21 CRR 1040.11 (o) AS POLLIRVES:!

712 ADVANTAGES TO BE DERVED FROM SUCH DEVIATION '
HIACER LIGHY SHOWS AND DIJPLAYS ARE ACCEDTED BORULAR MEDIA IN ENTERTANENT AND THE ARYS, USE OF FOWER

LEVELS tN EXCESE OF THE LIMIYS IMPOSED 8Y 2§ CFR 1040.11 (o) IS NECESDARY TO ACHIEVE THE REQUIRED EFFECTS 1N THESE
HEMA,

e OTHER Ot ADDITIONAL ADVANTAGES (dfoscribe and explsi)

V3 EXRPLAIN THE ALTERNATE MEAKS OF RADIATION FROVECTION 10 GE PROVIUED, (Ghouk as many boxas a5 apply, T fum 14 "Remarks,
Justify any hoxes aok cherked, using addtiana) shets os remssary. Stats any oter means of radiation protection that wifl Be uzaed)

o, X ALL LAGER FREDULYB, SYSTEMS AKD PROJECTORS WILL, BE CERTIFIED TO COMPLY VUITH 21 CFR 1040.10 AND THE CONDITIONS
OF THIY VARIANCE AND WILL BE REPGRTED AS REQUIRED BY 24 OFR 100210 AND 1002,12 USING THE REFORTING GUIDES PRO-
VDED FOR SUCH FURPORE. THESE ACTIONS WILX. BE ACCOMPLISHED PRIOR TO ANY INTRODUCTION INTO COMMERCE.

b. X EFFECTS NOT SPECIFICALLY INDICATED IN YHIB VARIANCE APPLIGATION WILL NOT BE PERFOKMED, NO OTHER EFFECTS WILL BE
ADDED UNTIL AN AMENDMENT TO THE VARIANCE HAS BEEN OBTAINED AND THE REQUIRED REPORTS OR SUFPLEMENTS, AS
APPLICABLE, HAVE BREN SUBMITTED.

& B OCANNING, PROJEGYION, GR REFLECTION OF LASER ARND COLLATERAL RADIATION (LIOHT SHOW RADIATION) INTO AUDIENGE OR
QOTHER ACCESRIBLE UNCONTROLLED AREAS WILL NOT BE PERMITIED EXCEPT FOR DIFFUSE REFLECTIONS PRODUSED SY THE
ATMOSPHERE, AUDED ATMOSPHERO SCATTERING MEQIA, AND) TARGET SUREENS.

d. X LASER RABATION LEVELG IN EXCERS OF THE LIMITS OF CLASS 1 WILL NOT BE PERMITTED AT ANY PUINT LEBE THAN 20 METERS
ABOVE ANY SURPACE UPGN WHILH PERSONS GTHER THAN GPERATORS, PERFORMERS, OR EMPLOYNES ARE PEFWTTED TO
GR 2.6 METERS BELOW OR iy LATERAL SEPARATION FROM ANY PLACE WHERE SUCH PERSONS ARE PERMITTED TO BR,
OFERATORS, PERFORMERD, AND EMPLOVEED WiL). NOT BE REQUIRED OR ALLOWED TO VIEW RADIATION ABOVE THE LIMITS OF
CLASS 1 OR BE EXFOSED TO RADIATION ARDVE THE LINITS SPEGIFED (N 21 CFR 1040.1% (o).

0. X ANY PRODUCT WHICH RELIED ON SCANNING TO MEEY ACCESS, EXPOSURE, CR PRODUCT CLASS LIMITS WILL INGOFPORATE A

SCANNNG SARECUARD SYBTEM WHICH DEREG“-Y SENGES BCANNER MOTION AND WHICH WILL RERCT PAST ENOUGH YO
SRECLUTIE EXCEEDING THE APFUCABLE LIMIT.

T _X AL LASER LIGHT SHOWS SHAWL BE UDER THE DIRECT AN FERSONAL CONTROL OF TRAINGD, COMPETENT OPERATOR(S). THE
OPERATORE) WiLL .

(1) IMMEDIATELY TERMINATE THE EMISSION OF LICHT SHOW RADIATION IN THE EVENT OF ANY UNSAFE CONDITION;

&) BE LOCATED WHERE ALL GEAN PATHS CAN HE DIRECTLY UBSERVED AY ALY THAES; AND

() BE AN BUPLOVEE OF THE VARIANGE HOLDER WHO WiLL. BE RESPONSHEILE FOR THE TRAINING AND CONDUST OF CGPERATOR
8- A THE MAKIAUM LASER FROJECTOR QUTRPUT FOWER WILL NOT EXCEED THE LEVEL REQUIRED 1O GBTAIN THE INTENDED EFFECTS.

h. X, THE PROJECTION SYSTEM (.., THE FROJECTOR AND ALL OYHER COMPONENTS USED TO FRODUCE THE LIGHTING EFFECTS
WL BE SECURELY ROUNTED GR (MMCEILIZED 7O PREVENT UNINTENDED MOVEMENT GR MISALIGNMENT. BEAM LIMITS WiLl

S%PHWEEDAS AN INHERENT PART OF THE SYSTEM DESIGN YO PREVENT CUERALLING OF SCREENS, 88AM STORES, TARGETS.

L _RIASER PROJEGTORS WikL. NOT B BELIVERED YO ANY OTHER PARTY UNIJER AN AGREEMENT OF SALE, LEASE, OR LOAN UNLESS
AND UNTIL THE RECIPIENT DERMONSTRATES THAT THEY HAVE A VARIANGE IN ERFECT AT THE TIME OF DELIMERY THAT PERMITS
THEM TO PRODUCE LASER LIGHT EHOWS INCORPORATING SUCH FROVECTOR,

b X i ADDIVION YO THE REQIEREMENTS DF 21 CFR 104018 (5), THE MANUFACTURER OF LASER PROMECTORS/SYATEMS WILL PROVIDE
TO PARTIES WHO FURCHASE, LEASE, OR BORROW THE RNT, ADEQUATE USER'S INSTRUCTIONS FOR SAFE INSTALLATION
ARD TFERATION AND WHICH EXPLAIN THE RESPONSIBRITY OF THE RECIPIENT AS AN INUEPENDENT LIGHT SHOW
MANUFACTURER TO SUBMIY THE REQUIRED REFORYS AND APPLY FOR AND OBTAIN A VARIANGE FRGM CORH PRICR TO
INTRODUCTION INTD CUMMERCE OF ANY LASER LIGHT SHOWS,

k. X THE REQUINEMENTS OF 21 GFR 100230 (a}(1) AND &) WL GE ACCOMPLISHED THROUGH THR USE OF WRITTEN FROCEDURES
FOR SETUP ALIGNMENT, TESTING, AND PERFORMANCE OF EACH SHOW. THESE PROCEDURES WILL BE IN SUFFICIENT DETAL TO
ENSURE COMFLIANGE WITH 21 CFR 1040.10. THE CONDITIONS OF YHIS VARIANCE, AND CONTROL OF ACCESS TO RADIATION
AREAS USING THE PROCEDURES DESCRIBED N THE AND) 2135.1 STANDARD FOR THE SARE USE OF LASERS (ALERICAN NATIONAL
STARNDARGE INSTITUTE, 1430 HROADWAY, NEW YORIK, NY 14016) OR ANY OTHER EQUIVALENT USER CONSENSUS STANDARD AND
AN, WHERE APFLICASLE, STATE OR LOCAL REQUIREMENTS. LASER RADIATION AREAS WHICH CAN CONYAD RADIATION LEVELS
ABOVE THE LIMITE SPECIFIED IN 21 GFR 104011}, VILL BE CLEAKLY JRENTIFED BY THE FOSTING OF WARNING BIBNS ANDIOR
RESTRICTRED ACGESS THROUGH PHVSICAL MEANS (BUCH AS PREBSURE SWITCHES, PHOTOCEILS, BARRIERS, GUARDS, B10).
THESE REQUIRENMENTS APFLY YO TEMPORARY AREAS (SUCH AS BURING SETUP AND ALIGNMENT PRGGEDUREE) AND 7O FINAL
OR PERMANENT AREAS. THE VARIANGE HOLOER YW RETAIN THE RECORDS OF THESE PROCEDURESD AND THE RESULYS GF ALL
TESTE AS REQUIRED BY 21 CFR 1082.31, A COPY OF THE VARIANCE APPLICATION, THE APPROVAL LETTER, CURRENT PROCEDURES
AND RECORDS RELATING TO SACH PARTICULAR SHOW WILL BE WITH THE OPERATOR OR OTHER RESPONSERLE INDIVIDUAL AND
L. Witl BE MADE AVAILABLE FOR INSFECTION BY FOA AND OYHER RESPONSIBLE AUTHORITIES

FORM FDA 3447 (2/27)



T X ADVANGE WRITTEN NOTIFICATION VWILL BE MADE AS EARLY . EDENAL, BTATE AND LOGAL
AUTHORITIES PROVIDING SHOW mmvwm w

Es ANB LDQANNS GLEARLY Ml!) WLETELY IDENTIFIED, AND A BASIC
DESCRIPTION OF BROPDSED EFFECTS [NCLULING A BYATEMENT GF THE MAKIMUM POWER QUTBUT INTENDED. SUCH
NOTIFICATIONS WILL BE MADE, BUY NOT NECESSARILY LIBAVED TO:

{1) THE CENTGR FOR DEVICESD AND RADIOLOGICAL HEALTH, OFFCE OF COMPLIANCE (HF2-G12), 2138 CAITHER ROAD,ROGKVILLE,
MD Z0EE0PROVIGING THE INMIAL AND CLOSING DATES FOR THE FIXED INSTALLAYION AND THE ATINERARY FOR MOBILE 8HOWS
I ADBITIGN, UNLESS ALL ASFECTS OF BACH SHOW HAVE BEEN REPGRTED AND THE AQCESSION NUMBERS CLEARLY
AEFERENCED, EACH NOVIGE Wil INCLUDE DETAILED DESCRIPTIONS OF RACH SHOW AND A LISTING OF ALL EFFECTS YOBE
PERFORMED (N BUFFEIENT DRTALL TO CONFIRM COMPLIANCE WITH THE REBULATIDNS AND THIS VARIANCE

2) THE FEDERAL AVIATION ADHMINIBTRATION (PAA} FOR ANY PROJECTIGNS INTO OPEN AIRSPACE AT ANY TIME (LE., INCLUDING

SET-UP, ALIGNMBNT, REHEARBALS, FERFORMANCES, EYG.). IF THE FAA OBIEGTD TO ANY LASER BFFECTS, THE OBJECTIONS
WiLL BB REBOLVED AND NY CUNDITIONS REQUESTED BY FAA WiLL Bk ADHERED TO. IF THESE CONDITIONS CAN NOT BE MEY.
THE CRIECTIONABLE EFFECTS Wikl BE DELETED FROM THE SHOW.

(3) STATE AND LOCAL RAIATION CONTROL GFFICES/AGENCIED FOR ALL S0WS TO BE PERFORMED WITHIN THEIR JURISDICTIONS.
ALL REQUIREMENTS QF SYATE AND LOCAL LAV WILL B2 BATISFIED AND ANY QRIECTIONS RAISED BV LGRAL AUTHORITIES
WLl 3E REBOLVED OR THE EFFRCTS RELEVED. (LUSTS OF FEDERAL AND STATE OFFICES ARE AVAILABLE FROM YHE CENTER
FOR CEVICES AND RADICLOGICAL HEALTH UPON REQUEST.)

14, REMARKS

CERVEICATION

)| CERTEY Suat ali of tho shoye Infurniatin and stiaments Sm LA, cutivlate wid cotiset to tho best of my knsvdedie and selnewladgs
thad sy variznge appistion may bo doniad oF oy verianos may be revoked §this epplicalion la fownd to ba false, misteading or incomest
i any matedal way, | hove submBlad\wil sulntif all tepons raguled by 21 CFR 1002.42 un the lasar squlprmant and shiowde), 1

fudbisr understerad that § way Go equlied by reguletion or by tha Dirsctar, Bursau of Radisiogizal Health ta cupply sueb other infostnation that
may be noeassary to gvalule and wed o this epplication.

15 SIGNATURE

16 NAVE (TypoorPrent) 17. TILE
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sa Express Package Service Packages up to 150 1bs.
/ / ? ;’Vﬁ‘i "r‘;" P k 4 Deﬁvervcommmnen\maghela\g’msomeareus
Date / 7 j IV b ,..3‘~,')_‘~ [ ] FedEx Priority Qvernight ><\'FedEx Standard Overnight [j FedEx First Ovemight
Next husiness morning ! Next business afternoon Earfiest naxt business morviing
-~ delivery to sefect localions.
Sender's ; p [// - o
- 2.
Narme ,J’P ¢ A____‘__ﬂ'____‘ __ Phone /[ 1y 27277 71,’ 2 | FedEx 2Day* i | FedEx Express Saver™
T T T T Secand business day Y+ Third business day * FedEx Letter Rate not avaijahie
/ F n/ Minimuin charge: Nne-pound rate
) Express Freight Servt
Compary " T FC IR T ,‘3_; S 4h Express Freight Service MWCmgggggg;smgyg; 150 lbs.
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l}( Freight™ |1

~) Secong business day
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5 Packaging
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2 Vour Interna. Billing Reference @ X e 1/ o \ﬁ; }:’e;{, ¥ ';’ : Customer pkg,
( 2O h Lo Y iy 6 Saprial Handling
3 In ] Saturday Delivery ‘ | Sunday Delivery .HOLD Weekday ;- HOLD Saturday
Recipients 7., Available for Fed€x Priority Available for FedEx Prority igtFedExLocation | _: atFedExLocation
Name ,—’} Qvermght and FedEx 2Day Dvernight 1o select 73 cades Not availabie with Availubls tor FedEx Priorty
am 1(( Phone 1o select ZIP codes FedEx First Overmght Ouamight and Fedkx 20ay
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, Gne hox must he checked. ;
Company _ (R [//A'».f [Ne [ 7 Yes [ 7] Yes [ 7] Drylee
Bl e e - E As per attached |1 Shipper's Declaration —1 Drylee, g UNTES5 - o - x - - kg
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4 ‘;v O /__ }‘ / E[ Dangerous Goots ¢annot be shipped i FedEx packaging | 1 Cargo Aircraft Only
Address R / ,., (‘ Jf ; w"g A & o~ A4 /'6/ 7 Payment Billw: i T e
We t.aunnlde(wm\ PO bom-smPO ZiFcodes. - T T DegtiFoorSuitefRoom Fater FedEx Acet Mo or Geadi: Card No balow. e A Ny
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Questions? Cail 1-800-Go-FadEx" (800 463- -3339)
Visit our Web site at www. fedex.com
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